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| WMMHA-M: Imipenem / Cilastatin sodium | (_, e o m «ﬁnmn
| Cllasotin, ..ovvocsvssernanssnreens: S00MG | | Cilasiadin................. .. S00mg
INDICATIONS, CONTRAINDICATIONS, | Powder for injection
| DOSACE. ADVESTRATION 4 | CHlBiNH, CHONG CHI BINH, LU DUNG,
| Reod the lechet inside. I IV Infusion C‘O’imlﬂnﬁhﬁu&!ﬁm
STORAGE - In @ dry, cool place (below 30°C). One vial ‘ BAO QUAN - Noi kha, mét {dhst 30°C).
| Promct from hight, Trioh aoh séng.
| SPECIACATION - In-house | ‘ SRR
KEEP OUT OF REACH OF CHILDREN
| Eonemmmcun | i | DEXATAMTAY TR EM
. | | DOC K? HUONG DAN 50 DG
| H r! TRUOC KHI DUNG
| ﬁ”lll!ﬂ |Ilﬂi /,’////I | cONG TY CO PHAN PYMEPHARCO
186-170 NguyBin Hu, Tuy Héa,
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4 PYTHINAM Netoivmeeas

PYTHINAM

imipenem / Cilastatin natri

Thufic bdt pha tiém
Tiém truyén tinh mach

Hop 1o

s

Y/ &

BDK / VISA: XX - XO0X - XX

8610 5X/Lot:  ABMMYY
Nghy SX/Mig:  Ngdy / Thang / Ndm
HOV Exp. Ngdy ¢ Thing / Ném

TONG utAN’I pOC
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Nhén lo

Imipenem / Cilastatin natri
Cilastatin notri tvong duong Cilasiatin
Thuse Tiém truyde finh
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500mg

TANG GIAM BOC
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HUGNG DAN SU DUNG THUGC
Rx
Thudc bédn theo dan. NEu cln thém thdng tin xin hdi y kién bdc sT.

Boc ky hudng dan st dung trde khi ding. PE xa tim tay cda tré em /U‘%)/
SO |

PYTHINAM

(Imipenem 500mg, Cilastatin 500mg)

THANH PHAN: M3i lo thubc bdt pha tiém chia:

HBn hgp v khu&n imipenem monohydrat, cilastatin natri tuong duong:

Imipenem 500 mg

Cilastatin 500 mg

T4 duge: Natri bicarbonat.

DUQC LUC HOC

Imipenem/Cilastatin natri la khang sinh beta-lactam phd rong, dugc cung c&p dusi dang bao ché chi dé truyén finh

mach.

Imipenem, thudc ddu tién clia mdt nhom khéng sinh beta-lactam mdi, nhém thienamycin.

Cilastatin natri, mot chat itc ch& enzyme dic hiéu, dé iic ché sy chuy&n hda clia imipenem & than va lam ting ddng

ké ndng d clia imipenem nguyén dang trong duding tiét niéu.

Ph6 khdng khudn:

La mot thudc Ge ch& manh sy téng hop vach t& bao vi khudn va c6 tic dung diét khudn trén phd rong cdc tac nhan

gdy bénh, cd gram duong va gram 4m, ca ua khi va ky khi nhu: céc chling Staphylococcus, Streptococcus (ngoai trit .
cdc chiing khang methicilin), Pseudomonas aeruginosa va mot s§ Enterococcus, Escherichia coli, Klebsiella spp.,
Citrobacter spp., Morganella morganii, Enterobacter spp., Bacteroides spp., Fusobacterium spp., Glotridium spp.
(C. difficile chi nhay cdm vita phdi). Cic vi khuin nhay cdm in vitro khdc bao gém Campylobacter spp.,
Haemophilus influenzae, Neisseria gonorrhoeae, k€ ca cac ching tiét penicilinase, Yersinia enterocolitica, Nocardia
asteroides va Legionelia spp.

Né&u dung don doc imipenem, khdng thudc thuding xay ra khi diéu tri cac nhiém khudn do Pseudomonas aeruginosa; ~
tuy nhién, khdng xay ra sy khang chéo véi cac loai khang sinh khdc (vi dy, aminoglycosid, cephalosporin). Nén riéng

d6i voi P. aeruginosa c6 thé dy phong khdng thuSc bdng cdch dung phdi hgp véi mdt thudc khdng sinh _
aminoglycosid. " AN
DUGC BONG HOC /Y
Imipenem - cilastatin khong hdp thu sau khi ulng, ma cdn phdi tiém tinh mach. Khi tiém truyén tinh mach 500 mg | = /0 0nG 1
imipenem trong 30 phat cho ngudi tré va ngudi trung nién, dat dinh néng do huyét thanh 30 - 40 mg/lit. Néng do nay | '/ ysey
0 dé diéu tri phdn 16n nhiing nhim khuin. Imipenem va cilastatin thai trir qua loc & c4u than va bai tiét & 6ng than. |~ [/ MEl
Niia ddsi thai tris khodng 1 gid, nhung kéo dai trong trudng hop suy gidm chilc ning than: 3 gid ddi véi imipenem, va . = .
12 git d6i vdi cilastatin & ngudi bénh v6 niéu. Do d6 cdn phdi diéu chinh liéu lugng tlly theo chic ndng thdn. Nhiing : ¥ o
ngudi cao tudi thudng bi gidm chiic ndng than, do d6 nén diing liu bing 50% liéu binh thudng (trén 70 tugi). '
Imipenem - cilastatin khu&ch tan t6t vao trong nhiéu md ciia co thé, vao trong nubc bot, ddm, md mang phéi, dich
khdp, dich ndo thy va md xuong. Vi dat ndng do tét trong dich ndo tly va vi c6 tac dyng t6t chdng ca lién cdu khudn
beta nhom B va Listeria nén imipenem ciing cd tic dung 6t ddi vai viem mang ndo va nhiém khudn § tré sosinh.
CHi BINH

Pythinam khong phai I khang sinh lya chon d4u tién ma chi nén dung diéu trj nhigm khu&n ngng va nhiém khudn
bénh vién.

Pythinam dugc chi dinh trong diéu trj céc nhi8m khudn do cac vi khudn nhay vai thudc trong c4c trung hop:

- Nhi&m khudn trong 6 bung.

- Nhi8m khuén duing ho hap dudi.

- Nhim khuén phy khoa.

- Nhi&m khudn mau.

- Nhi&m khudn dubing nidu dyc.

- NhiBm khudn khop va xuong.

- Nhi&m khudn da va mé mém.

- Viém ndi tdm mac.

Didutri dy phong mét 8 nhidm khudn hau phiu & ngudi bénh phai qua cac phiu thudt lay nhigm hay nhiu khd ning
lay nhi&m, ho¥c néu cé nhiém khudn hau phiu thi s& rét ning.

‘-— Al A
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LIEU DUNG VA CACH SU DUNG fmﬁ),%

J—
Liéu ding:

Tong lidu hiing ngay va duding ding dugc dya trén tinh chat hodc mic dd nng cla nhigm khudn va dugc chia thanh
cac lifu biing nhau dya trén viéc ddnh gid miic do nhay cam cita vi khudn gdy bénh, chifc ning thén va thé trong.
Ngudi ¢ chiic nang than binh thudng va thé trong 270 kg:

Phdn 16n c4c nhiém khudn dap g véi liu 1 - 2 g mdi ngay, chia lam 3 - 4 14n. D& diéu tri nhigm khudn vita, c6 thé
duing liéu 1 g chia lam 2 I4n/ngdy. V6i cac nhidm khudn do vi khudn it nhay cdm hon, liéu ding tiém tinh mach mdi
ngdy c6 thé dugc tang 1én t6i da 4 g/ngay hoic 50 mg/kg/ngay, tly theo li€u ndo thip han.

M3i liu 500 mg, liéu dung tiém tinh mach phai dugc truyén tinh mach trong 20 - 30 phat. Mdi liéu > 500 mg, phai
dugc truyén trong 40 - 60 phit. § nhitng ngudi bénh bi budn ndn khi truyén, thi tc do truyén c6 thé cham han.

Do hoat tinh khdng khudn ciia thudc cao, téng liéu t6i da trong ngay khéng nén vugt qud 50 mg/kg/ngay holic 4
g/ngay, tuy theo liéu nao thdp hon. Tuy nhién, nhitng ngudi b&nh bi xd hda nang v6i chiic ning than binh thudng, da
dugc diéu tri tai lifu 90 mg/kg/ngay, chia lam nhiéu l4n, nhung khdng qua 4 g/ngay.

Ngudi bénh suy than va/hodc thé trong < 70 kg: gidm liéu dung.

Trong trudng hgp suy than, gidm liéu nhu sau:

+ D thanh thai creatinin 30 - 70 ml/phat, cho 75% ligu thudng ding.

+ D9 thanh thai creatinin 20 - 30 ml/phat, cho 50% liéu thudng dung.

+ Do thanh thai creatinin 20 ml/phit, cho 25% liéu thudng dung.

Cho mét liéu b sung sau khi th&m tach mau.

P& dy phong nhi#m khudn hdu phu & ngudi I6n, nén truyén tinh mach 1000 mg vao lic khdi mé va 1000 mg vao 3
gity sau d6. DA véi cac phiu thut c6 nguy co cao, ¢6 thé cho thém 2 liéu 500 mg vao gid thir tim va thi mudi sau sau
khi dan mé.

Pdi voi tré em > 3 thang tudi:

+ Tré em 240 kg c&n ndng: nén diing liéu ngudi 16n.

+Tré em va tré sosinh cdn nng < 40 kg: fiéu khuy&n cdo 15 - 25 mg/kg/liéu cho mdi khodng cach 6 gid 1 1an.

D6i vai bénh nhi dudi 3 thang tudi (thé trong khodng 1,5 kg):

+<1tudn tudi: 25 mg/kg cho mdi 12 gid.

+1 -4 tudn tui: 25 mg/kg cho mdi 8 gid.

+4 tudn - 3 thang tudi: 25 mg/kg cho mdi 6 gid.

Céch ding:

Dung dé tiém truyén tinh mach.

Cach pha thuéc cho lg b6t pha tiém:

Bot thudc trong lo phai duge pha thanh hdn dich va chuyén thanh it nhat 100ml véi loai dich truyén thich hgp (néng
dd cudi cung khdng duge qué 5 mg/ml).

Quy trinh pha thudc:

Cho khoang 10m! loai dich truyén thich hgp vao lg. Lic k¥ va chuyén hdn dich vita pha vao chai chifa dich truyén.
Chu y: Hdn dich vita pha khdng dugc truyén tryc ti€p.

Lap lai nhy trén bing cdch thém 10ml dich truyén cho vao lp dé ddm béo chuyén hét tét ca bot chia trong lo vao
chai dich truyén. H8n hgp thu duge cén dugc lc ky cho t6i khi trong sudt. Dung dich tao thanh c6 thé khdng mau cho
dén mau vang. Sy thay d8i mau trong khodng tif khong mau sang mau vang khong dnh huéing téi higu qua cla thudc.
Céc dich truyén thich hgp cd thé st dung: Natri clorid ddng truong; Dung dich Dextrose 5%, Dextrose 10%;
Dextrose 5% va NaCl 0,9%, Dextrose 5% va NaCl 0,45%, Dextrose 5% va NaCl 0,225%, Dextrose 5% va KCI
0,15%: Mannitol 5% va 10%.

Pythinam tuong ky hoa hoc véi lactat, khong nén pha thudc béng dich truyén co chisa lactat. Tuy nhién, 6 thé tiém
Pythinam vio mot hé thdng truyén tinh mach dang truyén lactat.

Khong né&n pha tron hodc thém Pythinam vao cac khang sinh khac.

THAN TRONG

- Trutc khi didu tri, nén tim hiu ky vé cdc tién s phan (ing qué mén trudc d6 vdi khdng sinh nhém beta-lactam, vi
c6 sy di tng chéo mot phén gitia thudc véi khang sinh khac thudc nhoém beta-lactam, penicillin, cephalosporin.

- Can than trong & ngudi bénh cé tién sif bénh Iy 6ng tiéu hoa, dic bigt 12 viém dai trang, b§nh nhan ¢6 bénh thin
kinh trung uong (tdn thuang ndo, dgng kinh).

- Than trong khi diing thudc & ngudi cao tudi, tré em dudi 3 thang tudi.
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PHY NU €O THAI VA CHO CON BU __J\f’M/ il

Thoi ky mang thai

Viéc sir dung thudc & ngudi mang thai chua dugc nghién ctu ddy dd. Do d6, chi nén dung néu Igi ich cho me vugt qua
nguy co cho bao thai.

Thdi ky cho con bd

Imipenem qua dugc sita me. N&u viéc dung thudc cdn thiét, nén ngung cho con ba.

TAC DUNG CUA THUGC LEN KHA NANG LAI XE VA VAN HANH MAY MGC

Co gidt, chdng mat, budn ngl, mat didu hda van dong c6 thé xay ra, &nh hudng dé&n c4c cong viéc doi hoi sy tinh tao
bao gém cé kha ndng ldi xe va van hanh mdy moc.

CHONG CHI BINH

Bénh nhan m&n cdm véi thanh phan clia thudc.

TUONG TAC THUGC

- Dong kinh toan thé c6 thé xay ra & nhiing b&nh nhén khi ding déng thdi véi ganciclovir. Do dd, khdng dugc phdi
hop nhiing thudc nay véi nhau tris khi Igi ich diéu trj vugt han h&n nguy co.

- C4c khdng sinh beta-lactam va probenecid o thé 1am ting doc tinh clia thudc.

TAC DUNG KHONG MONG MUON

T4c dung khéng mong mudn thuding gip nhat I3 budn ndn va non. Co gidt c6 thé xdy ra, dic biét khi dung liéu cao
cho ngudi bénh ¢6 thuong tn & hé than kinh trung uong va ngudi suy than. Ngudi bénh di ng vdi nhiing khang sinh
beta - lactam khéc c6 thé co phdn iing man cm khi dung imipenem.

Thudng gap: Budn ndn, non, fa chay. Viém tinh mach.

Jt gap: Ha huy8t dp, d4nh tréng ngyc. Con dong kinh. Ban dd. Viém dai tring mang gia. Gidm bach cdu trung tinh
(g8m ca m4t bach c4u hat), ting bach c4u 4i toan, thigu mau, thit nghigm Coombs (+), gidm tiéu cdu, ting thoi gian
prothrombin. Tang AST, ALT, phosphatase kiém, va bilirubin.Dau & chd tiém. Tang uré va creatinin huyét, xét
nghiém nudc tiéu khdng binh thuting.

Thong bo cho thdy thudc tic dung khéng mong mubn g&p phdi khi sit dung thudc.

Hudng dan céch xir tri ADR

C4n giam lidu d6i v6i ngudi bénh suy than va ngudi cao tudi.

Dung than trong déi véi ngudi bénh c6 tién sif co giat hoZic man cam véi cac thudc beta - lactam.
Khi xy ra ADR v& thdn kinh trung uong trong khi diéu tri, cdn phai ngiing dung imipenem - cilastatin. C4n ti€p tycc
ligu phép chdng co gidt cho ngudi bgnh b co giat. 3
QUA LIEU VA CACH XU TRI :
Trigu chiing qud liéu gdm: ting nhay cdm thdn kinh - co, con co giat. Trong trudng hop quéd liéu, nging ding iy, -
imipenem — cilastatin, diéu tri trigu chiing, va ap dung nhiing bién phép hd trg cdn thiét. C6 thé dp dung thim tich .,
mau dé loai trir thudc ra khdi mau. v ’:]

L ]

HAN DUNG : 36 thang ké ti ngay san xudt. 74
BAO QUAN : Noi kh, mat (dudi 30°C). Trénh 4nh sang. &7
TIEUCHUAN  :TCCS.

TRINH BAY - Hop 01 lp.

Cong ty ¢ phdn PYMEPHARCO
166 - 170 Nguy&n Hué, Tuy Hod, Pha Yén

TUQ CUC TRUONG
P.TRUGNG PHONG
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